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From: Antony Fake, Team Leader Prescription Medicines
Subject: Referral of Sativex Oral Spray (TT50-8053) to the MAAC
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ta nd made thelr recommendations directly to Medsafe. Their reports have been
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» That a recommendalion fo approve the indications “relief of cancer pain” and
“refief of neuropathic pain” can not be made.

+ That a recommendation to approve the indication “relief of spasticity in MS" may
be considerad under section 23, subject to MAAC endorsement.

Itis clear from the evaluation reports that there is an absence of conclusive data on
the efficacy of this product. However, as approval under section 23 has been
requasted increased importance on the relative risk:benefit profile of the produdi,
particulerly in the patient population concerned is an important consideration and
MAAC members are asked to note this in their considerations.

Yours sincerely

Antony Fake
Team Leader

Prescription Medicine Evaluation



